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Disclosure to Promote the Right To Information 

Whereas the Parliament of India has set out to provide a practical regime of right to 
information for citizens to secure access to information under the control of public authorities, 
in order to promote transparency and accountability in the working of every public authority, 
and whereas the attached publication of the Bureau of Indian Standards is of particular interest 
to the public, particularly disadvantaged communities and those engaged in the pursuit of 
education and knowledge, the attached public safety standard is made available to promote the 
timely dissemination of this information in an accurate manner to the public. 



Mazdoor Kisan Shakti Sangathan 
"The Right to Information, The Right to Live' 
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'Step Out From the Old to the New' 
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NATIONAL FOREWORD 

This Indian Standard, which is identical with ISO 7206-2 : 1987 'Implants for surgery — Partial 
and total hip joint prostheses — Part 2 : Bearing surfaces made of metallic and plastics materials' 
issued by the Internationa! Organization for Standardization ( ISO ) was adopted by the Bureau 
of Indian Standards on the recommendation of the Orthopaedic Instruments and Accessories 
Sectional Committee and approval of the Medical Equipment and Hospital Planning Division 
Council. 

The text of above mentioned ISO standard has been approved as suitable for publication as 
Indian Standard without deviations. Certain conventions are, however, not identical to those 
used In Indian Standards. Attention is particularly drawn to the following: 

a) Wherever the words 'international Standard' appear referring to this standard, they 
should be read as 'Indian Standard'. 

b) Comma ( , ) has been used as a decimal marker while in Indian Standards, the current 
practice is to use point ( . ) as the decimal marker. 

In this adopted, standard reference appears to certain International Standards for which Indian 
Standards also exist. The corresponding Indian Standards which are to be substituted in their 
place are listed below along with their degree of equivalence for the editions indicated: 

International Corresponding Indian Standard Degree of 

Standard Equivalence 

ISO 468: 1982 IS 3073:1967 Assessment of surface Technically 

roughness equivalent 

ISO 7206-1 : 1985 IS 12375 ( Part 1 ) : 1987 Partial and total hip Identical 

Joint prostheses: Part 1 Classification, desig- 
nation of dimensions and requirements 

The concerned technical committee has reviewed the provisions of ISO 4291 : 1985 referred in 
this adopted standard and has decided that they are acceptable for use in conjunction with 
this standard. 



fS 12375 (Part 2) : 1993 
ISO 7206-2 : 1987 



Indian Standard 

IMPLANTS FOR SURGERY — PARTIAL AND TOTAL 

HIP JOINT PROSTHESES 

PART 2 BEARING SURFACES MADE OF METALLIC AND PLASTIC MATERIALS 



Introduction 

This International Standard covering partial and total hip joint 
prostheses comprises the following four parts : 

Part 1 : Classification, designation of dimensions and re- 
quirements. 

Part 2 : Bearing surfaces made of metallic and plastics 
materials (this part of ISO 7206). 

Part 3 : Determination of endurance properties of stemmed 
femoral components without application of torsion. 

Part 4 : Determination of endurance properties of stemmed 
femoral components with application of torsion. 



2 References 

ISO 468, Surface roughness — Parameters, their values and 
general rules for specifying requirements. 

ISO 4291, Methods for the assessment of departure from 
roundness — Measurement of variations in radius. 

ISO 7206-1, Implants for surgery — Partial and total hip joint 
prostheses — f^rt 1 : Classification, designation of dimensions 
and requirements. 



3 Requirements 

3.1 Total hip joint prostheses 



1 Scope and field of application 

This part of ISO 7206 specifies requirements for the bearing 
surfaces of those types of total and partial hip joint prostheses 
that provide a joint replacement of ball and socket configur- 
ation, as follows : 

a) roundness and surface finish requirements and dimen- 
sional tolerances for metal femoral components of total hip 
joint prostheses that are in accordance with classification c) 
of ISO 7206-1; 

b) surface finish requirements and dimensional tolerances 
for plastics acetabular components that are in accordance 
with classification b) of ISO 7206-1; 

c) roundness and surface finish requirements for metal 
femoral prostheses for partial hip joint replacement that are 
in accordance with classification a} of ISO 7206-1. 



3.1.1 Femoral component [in accordance with 
classification c) of ISO 7206-1] 

3.1.1.1 Roundness 

When measured in accordance with the minimum zone centre 
(MZC) method given in ISO 4291, the departure from round- 
ness in more than one plane of the spherical bearing surface of 
a femoral component made of stainless steel or cobalt-based 
alloy shall have a radial separation value not greater than 5 ^m, 
and that of a femoral component made of titanium alloy shall 
have a value not greater than 8 |im. 

3.1.1.2 Surface finish 

» 
When measured in accordance with the principles given in 

ISO 468, the spherical bearing surface of a femoral component 

made of stainless steel or cobalt-based alloy shall have an R^ 

value not greater than 0,05 nm, and that of a femoral compo- 
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nent made of titanium alloy shall have an R^ value not greater 
than 0,1 [im. 

NOTE — The following details should be reported : 

a) stylus tip radius; 

b) cut-off length of measuring instrument; 

c) position of measurement on specimen. 

When inspected visually under X2 rTiagnification, the head of 
the component shall be free from embedded particles, defects 
with raised edges, and from scratches and score marks. 

3.1.1.3 Dimensional tolerances 

The spherical bearing surface shall have a diameter equal to the 
nominal diameter within a tolerance of ^^ mm. 

3.1.2 Plastics acetabular component [In accordance 
with classification b) of ISO 7206-1] 



3.1.2.1 Surface finish 

When measured in accordance with the principles given in 
ISO 468, the spherical bearing surface of the acetabular com- 
ponent shall have an R^ value not greater than 2 pm. 

NOTE — The following details should be reported ; 
a) stylus tip radius; 

bi cut-off length of measuring instrument; 
c; position of rneaBureiiient on specimen. 

When inspected with normal or corrected vision, the bearing 
surface shall be free from scale, embedded particles and from 



scratches and score marks other than those arising from the 
finishing process. 

3.1.2.2 Dimensional tolerances 

The spherical socket shall have a diameter equal to the nominal 
diameter within a tolerance of "^^^ ^f" ^* ^ temperature of 
20 ± 2 °C (i.e. it shall be oversized within the given tolerance). 



3.2 Metal femoral prostheses for partial joint 
replacement [in accordance with classification a) 
of ISO 7206-1] 

3.2.1 Roundness 

When measured in accordance with the MZC method given in 
ISO 4291, the departure from roundness in more than one 
plane of the .spherical bearing surface of femoral prostheses 
made of stainless steel, cobalt-based alloy or titantum alloy 
shall have a radial separation value not greater than 70 [am. 

3.2.2 Surface finish 

When measured in accordance with the principles given in 
ISO 468, the spherical bearing surface of femoral components 
made of stainless steel, cobalt-based alloy or titanium alloy 
shall have an R^ value not greater than 0,5 pm. 

NOTE — The following details should be reported : 

a) stylus tip radius; 

b) cut-off length of measuring instrument; 

c) position of measurement on specimen. 
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standard Mark 

The use of the Standard Mark is governed by the provisions of the Bureau of Indian 
Standards Act, 1986 and the Rules and Regulations made thereunder. The Standard Mark 
on products covered by an Indian Standard conveys the assurance that they have been 
produced to comply with the requirements of that standard under a well defined system 
of inspection, testing and quality control which is devised and supervised by BIS and 
operated by the producer. Standard marked products are also continuously checked by 
BIS for conformity to that standard as a further safeguard. Details of conditions under 
which a licence for the use of the Standard Mark may be granted to manufacturers or 
producers may be obtained from the Bureau of Indian Standards. 



Bureau of Indian Standards 

BIS is a statutory institution established under the Bureau of Indian Standards Act, 1986 to 
promote harmonious development of the activities of standardization, marking and quality 
certification of goods and attending to connected matters in the country. 

Copyright 

BIS has the copyright of all its publications. No part of these publications may be reproduced 
in any form without the prior permission in writing of BIS. This does not preclude the free use, 
in the course of implementing the standard, of necessary details, such as symbols and sizes, type 
or grade designations. Ejiquiries relating to copyright be addressed to the Director 
( Publications ), BIS. 

Revision of Indian Standards 

Amendments are issued to standards as the need arises on the basis of comments. Standards 
are also reviewed periodically; a standard along with amendments is reaffirmed when such review 
indicates that no changes are needed; if the review indicates that changes are needed, it is taken 
up for revision. Users of Indian Standards should ascertain that they are in possession of the 
latest amendments or edition by referring to the latest issue of 'BIS Handbook " and 'Standards 
Monthly Additions'. Comments on this Indian Standard may be sent to BIS giving the following 
reference: 

Doc : No MHD 2 ( 2353 ) 

Amendments Issued Since Publication 
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